4

- - " 4
Y SURVIILLANCL MCI\ Individ afety Report

i illll !Il!IIIII il I BRI e comoomen UL i \I\!lll!l!ﬂ! i

| P

9- EB 1998- FORT WASHIN( 3031799-
Page
A. Patie 0 atiQ DE eaicatio
I Patient identifier [2. Age at ime 3. Sex 4. Weight 1. Name (give labeled strength & mfr'tabeler. if known)
of event: )
1 yrs (X)female Junk lbs #1 unknown acetaminophen product
or _ o .
Case 28¢ Date or #2 aspirin
n confdence of birth: ( Jmale kgs 2. Dose, frequency & route used 7. Therapy dates Uf unknown qgive s ey
H Ad E e € e ¢ elfele PDIrOHCE 170110 (0r best €3t rnate’
1 X Adverse event and/or Product problem (¢.g.. defects/malfunctions) #1 unknown dose, po ” unknown date; 1 day
2. Outcomes attributed to adverse event #2 unknown dose, po 2 unknown date; 1 day
icheck aill that apply) () disability 4. Diagnosis for use {indication) 5. Event abated after use,
. stopped or dose reduced
(x) death . ‘ our\kn(mn (@) congenital anomaly 1 unknown - ‘J
MY
¢ ) Iite-threatening ) requirad intervention to prevent #1 () Yes ( ) No (X) N/
pemuanent impainment /damage
(x) hospitalization - initial oc p«oiongac‘ #2 unknown i
( ) other 6. ton# lit known} | 7. Exp. date {if known) 1#2 ¢ ) Yes () No (X) N/A
3. Date of event 4. Date of this report #1 Unknown LA Unknown 8. Event reappeared after
Jnknown 02/06/98 #2  unknown #2 unknown reintroduction
J e ey #C) Yos () No (X) N/A
= S
5. Describe event or problem 3. NDC ¥ - for product problems only (it known) !
Case # 284 received from the—1996 case fatality data. - - T #2 () Yes { ).No (X) N/A
See attached case report form provided by— 10. Concomitant medical products and therapy dates fexclude ment af event;
See attached case report form provided by&
G. All manufacturers
1. Contact ofﬁce . name/nddnu {& miring site for devices} ' 2. Phone number
McNeil Consumer Products Company 215-233-7820
Medical Aaffairs 3 Repo T source '
7050 Camp Hill Road {check all that apply)
ft. Washington, PA 19034 ¢ ) foreign
) ( ) study
(x) literature
{ ) consumer
health
4. Date received by manufacturer(5. (x) protessional
tmatdeyiyed
01/30/98 (Al NDA # 17-552 ( ) user tacility
6. if IND, protocol # IND #
company
PLA # ( ) representative
B Relevant tests/laboratory dats, including dates pre-1938 () Yes ( ) distributor
See attached casc report form provided by- 7. Type of report oTC ( ) other
{check afl that apply) product ) Yes
5-day (X)15-day
0 0 . 8. Adverse event term(s)
¢ ) 10-day ( )periodic
(X) Initial ( )follow-up L) OVERDOSE COMA
4 HYPERGLYCEMIA HYPOTENSION
9. Mfr. report number
SHOCK LIVER FUNC ABNO
7. Other relevant history, including preexisting medical conditions {c.g.. allergies, 09299.’" HEART ARREST DEATH
race, pregnancy. smoking and alcohol use, hepatic/renal dysfunction, etc.) E_ |n|tia| reporter
See attached case report form provided by — 1. Name, acdress & phone #
L
R C e
sui te GENENENENNNED - <nue
7. Health professional? |3. Occupation 4. laitial reporter also
sent report to FOA
Submission of a report does not constitute an L
FD Q admission that medical personnel, user facility, (X) Yes () No physician () Yes () N2 (X) Unk

distributor, manutacturer or product caused or
Facsimile Form 3500A contributed to the event.
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SO\ TALITY: 1996 n

Case Number: 284
Age: 61 yrs
Substances: “Aspirin
acetaminophen
Chroniclty: | Acute
Route: , . Ingestion
. . E 4
Reason: Int Unknown
" Pre-Hospital Arrest? No
This 51 yc female ingestad an unkncwn amcuﬁt of an unknown sutstancs ere tc

five nours tefcre neing found unresporsive. She was taken to a local ED wrers sre
arrived ccmaiose. Her initial temperature. vital signs, OXygen saturation and olced oH
were all rormal. She was given nalcxcre and flumazenil without response. An NG
tube was placed and lavage done without pill return. The paiscn center 'was cortactad
at this time  The patient was noted to have pinpoint oupils and an elevated tlcod sugar
of 246mg/dl. A CT scan of the head was negative. A salicylate level drawn in the ED

_was 87 mg/d! (2-7 hours pcst ingestion). The patient was sransferred to a tertiary care

facility for dialysis.

The patient arrived at the tertiary care faciiity 4 hours post presentation.
Acetaminoghen jevel here was 531 mecg/ml (5.5-11 hours post ingestion) She was
started on Mucomyst and underwent dialysis. Salicylate levels dropped to 33 mg/dl
after four hours of dialysis. Oral Mucomyst was centinued. Shortly after dialysis the
patient develcped hypotensicn and cardiogenic shock. This was pelieved to te cue ir_~.
part to scme preexisting cardiac compromise. Liver enzymes became elevated tut this
was felt to be due more t& poor perfusion than acetaminophen toxicity. Despite
maximum pharmacologic support, the patient suffered cardiooulmonary arrast
unrespcnsive (0 code medications and expired 18 hours post grasentaticn (1910 24
hours post ingestion). The patient’s spouse cefused the request for an autoosy



